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ANADA 200123-C-0032 FOI SUM

FREEDOM OF INFORMATION SUMMARY
1. GENERAL INFORMATION:

ANADA Number: 200-123

Sponsor: Phoenix Scientific, Inc.
3915 S. 48™ St. Terrace
St. Joseph, MO 64503

Drug Labeler Code: 059130

Generic Name: Oxytetracycline Hydrochloride, USP

Pioneer Product: Pfizer, Inc., Liquamycin® LA-200
NADA 113-232

Trade Name: MAXIM-200® Injection

Dosage Form: Injectable

Effect of Supplement: The supplement provides for use in lactating dairy
cattle.

Route of Administration: Intramuscular in swine, [Intramuscular,

Intravenous, and Subcutaneous in cattle
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Dosage & Indications for Use: Cattle: Beef and dairy, calves including pre-
ruminating veal calves.
For the treatment of pneumonia and shipping
fever complex associated with Pasteurella spp.,
Haemophilus spp.; infectious bovine
keratoconjunctivitis (pinkeye) caused by
Moraxella bovis; foot rot and diphtheria caused
by Fusobacterium necrophorum; bacterial
enteritis (scours) caused by Escherichia coli;
wooden tongue caused by Actinobacillus
lignieresii; leptospirosis caused by Leptospira
pomona; and wound infections and acute metritis
caused by strains of staphylococci and
streptococci organisms sensitive to
oxytetracycline.

For the treatment of bacterial enteritis (scours,
colibacillosis) caused by Escherichia coli;
pneumonia caused by Pasteurella multocida; and
leptospirosis caused by Leptospira pomona. In
sows, it is indicated as an aid in the control of
infectious enteritis (baby pig scours,
colibacillosis) in suckling pigs caused by
Escherichia coli.

Dosage For Cattle: 3-5 mg/lb body weight IM,
SC, or IV once daily for up to 4 days, or 9 mg/lb
IM or SC as a single dose.

Dosage For Swine: 3-5 mg/lb body weight IM
daily, or 9 mg/lb IM as a single dose.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act, (GADPTRA) of 1988, an
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic
version of an approved new animal drug (pioneer product). New target animal safety data
and effectiveness data and human food safety data (other than tissue residue data) are not
required for approval of an ANADA.
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Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent to the
pioneer, which has been shown to be safe and eftective. If bioequivalence is demonstrated
through a clinical endpoint study, then a tissue residue study to establish the withdrawal
time for the generic product should also be conducted. For certain dosage forms, the
agency will grant a waiver from the requirement of an in vivo bioequivalence study (55
FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; Bioequivalence Guideline,
October 2000).

Based upon the formulation characteristics of the generic product, MAXIM—200®

IuJectlon was granted av nlannr on nr\fn}'\pr '7’)’ 100'2 Frnm r\nnlduct}ng an in vive

bioequivalence study. The abbreviated new animal drug application was approved on
February 10, 1995. The generic and pioneer products contain the same active and
inactive ingredients and are parenteral solutions.

3. HUMAN SAFETY

The previous withdrawal periods and tolerances remain unchanged. Therefore, no human
food safety information is required.

Withdrawal periods: Cattle & Swine 28 days

REGULATORY METHOD:

The regulatory method for determination of oxytetracycline in tissues is a microbiological
assay procedure using Bacillus cereus var. mycoides (ATCC 11778) suspension and is
found in the FDA publication "Antibiotic Residues in Milk, Dairy Products, and Animal
Tissues: Methods, Reports, and Protocols" revised October 1968, reprinted December
1974. (Available from the FDA, Center for Veterinary Medicine, 7500 Standish Place,
Rockville, Maryland 20855.)

4. AGENCY CONCLUSIONS:

This Supplemental Abbreviated New Animal Drug Application (ANADA) filed under
section 512(b) of the Federal Food, Drug and Cosmetic Act satisfies the requirements of
section 512(n) of the Act and demonstrates that MAXIM-200® Injection is safe and
effective for its labeled indications, when used under its proposed conditions of use.
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5. LABELING:

Attachments: Generic Labeling:
Package Insert
100, 250, & 500 mL bottles

Pioneer Labeling:
Package Insert
100, 250, & 500 mL bottles

Copies of applicable labels may be obtained by writing to the:

Food and Drug Administration
Freedom of Information Staff (HFI-35)
5600 Fishers Lane

Rockville, MD 20857

Or requests may be sent via fax to: (301) 443-1726. If there are problems sending a fax, call
(301) 827-6567.
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cc: HEV-199 ANADA 200-123 C-0032
HFV-2 Special Mailing List
HFV-12 FOI Staff
HEV-107 Green Book (N. Turner)
HFV-107 QAT Reserve Copy
HFV-104 GADT copy
HFV-120 Labeling Project (P. Ryan)
HFA-305 Dockets Management Branch
HFR-SW 350, KAN-DO
Courtesy Copy for Sponsor

ec: CVM Records\ONADEWA200123\C0032FOL.SUM



MAXIM-200® (oxytetracyciine injection) 18 a stenle preconstituted sofution
of the broad antibiotc Each mL contains 200
mg of oxy ychne base as e and, on a w/v
basis, 40 0% 2-py 50% p , 18% magnesium oxide,
02% sodium formaidehyde sulfoxylate (as a preservative),
Yolamine and/or hy acd as required to adjust pH
WARNING' Discontinue freatment at least 28
w days pnor to slaughter of cattle and swine Milk
taken from animals during treatment and for 56
hours after the tast treatment must not be used for
() — food Rapid intravenous administration may result
© in ammal collapse Oxytetracycline should be
] administered ntravenously slowly over a period of
—_— atleast 5 minutes
W JNE PRECAUTIONS: E g the highest
(= gempmpms |ovel of drug per pound of body weight per day,
ST administenng more than the recommended number of
=] treatments, and/or exceeding 10 mL intramuscularly or
& EEEES  subcutaneously per injection stte in adult beef and darry
O oamenms  C2ttle, and 5 mL intramuscuiarly per injection site In
© WEmENS adult swine may result in antibiobic residues beyond the
_ e withdrawal penod

Lot No

]

Exp Date

NDC 59130-645-01
NET CONTENTS: 100 mL

MAXIM-200"
(2:‘1';1{:‘%cﬂm Injection)

Each mL contains 200 mg of oxytatracycline
base as oxytetracycline amphoteric.

For the treatment of disease in beef cattle;

OPEN
DOSAGE-CATTLE MAXIM-200° HERE
A single dosage of 9 milligmms of oxytetracycline per pound
of body werght (4 5 mL/100 1b) admimistered mntramuscularly
or subcutaneously 18 recommended in the treatment of the
fi g 1) bactenal p caused by
Pasteurella spp (shipping fever) in calves and yeariings,
where re-ireatment 8 imprachcal due to husbandry
conditions, such as cattle on range, or where repeated
restramt 18 Inadvisable, 2) infectioue bovine keratocon-

caused by bovis

!
SWINE: A single dosage of 9 millgrams of oxytetracycline

dairy cattle; calves, i g prer
(veal) calves; and swine.

ANADA 200-123, Approved by FDA

FOR ANIMAL USE ONLY
KEEP OUT OF REACH OF CHILDREN

71 ®
Amiech

per pound of body weight (4 5 mL/100 Ib) administered
18 in the of bactenat
pr caused by P;

n swine, where
3 due to or
where repeated restraint 18 nadvisable
Store betwsen 15° and 30°C (59° end 86°F)
Refer to package msert for complete tdications, dosage

and usage

KEEP FROM FREEZING yaxe Time
800050
T-Rev 1:02
:h‘gnnll Sclentific, inc. OBSERAVE LABEL
St. Joseph, MO 84503 DIRECTIONS

Fantone 1727 & Black
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( MAXIM-200@ (oxytetracycline injection) is a sterile
preconstituted solution of the broad-spectrum antibiotic
oxytetracycline Each mL contains 200 mg of
oxytetracycline base as amphoteric oxytetracycline and,
on a w/v basis, 40 0% 2-pyrrolidons, 5.0% povidone,
1 8% magnesium oxide, 0 2% sodium formaldehyde
sulfoxylate (as a preservative), monoethanolamine
and/or hydrochloric acid as required to adjust pH.
WARNING: Discontinue treatment at least 28 days pnor
to slaughter of cattle and swine. Milk taken from animals
during treatment and for 96 hours after the last treatment
must not be used for food Rapid intravenous
administration may resuit 1n amimal coflapse
Oxytetracycline should be admvnistered intravenously
slowly over a period of at least 5 minutes,
PRECAUTIONS: Exceeding the highest recommended
level of drug per pound of body weight per day,
administering more than the recommended number of
t s, a‘and/or ding 10 mL

NDC 59130-645-02

NET CONTENTS:
250 mL

MAXIM-200°

(Oxytetracycline Injection)

Antibiotic “
Each mL contains 200 mg of oxytetracycline
base as oxytetracycline amphoteric.

For the treatment of disease in beef cattle;
dairy cattle; caives, including
ing (veal)

; and

prer

swine.

DOSAGE-CATTLE: MAXIM-200C WERE
A single dosage of 9 milligrams ot oxy-
tetracycline per pound of body weight
(4.5 mL/100 Ib) administered mntramuscularly
or subcutaneously s recommended In the
treatment of the following conditions. 1}
bactenal pneumonia caused by Pasteurella
spp. {shipping fever) in calves and yeariings,
where re-treatment 1s impractical due to
husbandry conditions, such as cattle on
range, or where repeated restramnt is inad-
visable; 2) infectious bovine keratoconjunc-
tivitis (pinkeye} caused by Moraxella bovis

SWINE: A single dosage of 9 milligrams of
oxytetracycline per pound of body weight
(4.5 mL/100 Ib) administered /ntramuscularly
1s recommended in the treatment of bacterial
pneumonia caused by Pastaurella mulfocida
in swine, where re-treatment is impractical

©
ir ly o b eously per >
=1 injection site in adult beef and dairy cattle, ANADA 200-123, Approved by FDA due to l"us‘bantd.ryl cgcpnlglns or where
o == and 5 ml intramuscularly per injection site repeated restraint is inadvisable.
© sz in adult swine may result in antibiotic FOR ANIMAL USE ONLY Store between 15° and 30°C (59° and 86°F)
; E residues beyond the withdrawal period. KEEP OUT OF REACH OF CHILDREN Se!er to p%ckage insert for complete indications,
losage and usage
=== 500050 T-Rov. 1-02 T - KEEP FROM FREEZING
]
i ] i ® TAKETIME @ ouseRye Lt
U eunme——— }‘ﬂ g N
S === LotNo A L — Manutactured b;
* E— ’ q B Phoenix Scientific, Inc.
— Exp Date GPOUD, lm:‘i [ St Joseph, MO 64503
S m e 5 ™ o G
— )

4/16/02, 1.51 PM

*
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rMAXIM-ZOD‘” (oxytetracycline injection) is a sterile
preconstituted solution of the broad-spectrum antibiotic
oxytetracycline Each mL contains 200 mg of
oxytetracychne base as amphotenic oxytetracycline and,
on a wiv basis, 40 0% 2-pyrrolidone, 5.0% povidone,
1 8% magnesium oxide, 0.2% sodium formaldehyde
sulfoxylate (as a preservative), monoethanolamine
and/or hydrochloric actd as required to adjust pH
WARNING: Discontinue treatment at least 28 days prior
to slaughter of cattle and swine Milk taken from animals
during treatment and for 96 hours atter the last treatment
must not be used for food Rapld intravenous
administration may result in  animal collapse.
ycline should be d intravenously
sicmly over & penod of at least 5 minutes
PRECAUTIONS: Exceeding the highest recommended
level of drug per pound of body weight per day,
administering more than the recommended number of
treatments. andlor exceed‘ng 10 mL
ously per
glnjectlon site ln adun beef and dairy cattle,
o = and 5 mL intramuscularly per injection site
wl-==in adult swine may result in antibiotic
~ e residues beyond the withdrawal period.

%)

w

© B 50050 T-Rev 1-02
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=== Exp Date

@

Lot No

NDC 59130-645-03

NET CONTENTS:
500 mL

MAXIM-200"

{Oxytetracycline Injection)
Antibiotic

Each mL contains 200 mg of oxytetracycline
base as oxytetracycline amphoteric.

For the treatment of disease in beef cattle;
dalry cattle; calves, including
preruminating (veal) calves; and
swine.

ANADA 200-123, Approved by FDA

FOR ANIMAL USE ONLY
KEEP OUT OF REACH OF CHILDREN

CUTTT T e

[
5
g

DOSAGE-CATTLE MAXIM-2007

A single dosage of 9 milligrams of oxy-
tetracycline per pound of body weight
(4 5 mL/100 Ib) administered intramuscularly
or subcutangously 1s recommended in the
treatment of the following conditions: 1)
bactertal pneurnonta caused by Pasteurella
spp (shipping fever) in calves and yearlings,
where re-treatment 1s impractical due to
husbandry conditions, such as cattle on
range, or where repeated restraint 1s inad-
visable, 2) infectious bovine keratoconjunc-
tivitis (pinkaye} caused by Moraxella bovis

SWINE: A single dosage of 9 milligrams of
oxytetracycline per pound of body weight
(4.5 mL/100 Ib) administered intramuscularly
is \ded in the treatment of bactenal
preumonia caused by Pasteurella multocida
in swine, where re-treatment is impractical
due to husbandry conditions or where
repseated restraint is inadvisable

Store batween 15° and 30°C (59° and 86°F)

Refer to pach ngert for 18,
dosage and usage.
KEEP FROM FREEZING
TARE TIME @ DRSERVE LAREL
Manufactured b

Phoenix Sclentific, inc.
St. Joseph, MO 64503

OPEN

|
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Eniering the Vein and Making (he Injection

1 Raise the vern This 1 accomplished by lying the choke rope
tighity around the neck close lo the shoulder The rope should
be lied 1 such a way thal it witl nol come foose and so Ihal 1t
can be unbied quickly by pulling ihe loose end {See Fig 11}
1n thick-necked armals, a block of wood placed in the jugutar
qroove between the tope and the trde will help considerably
in applying the desired pressure at the night point The vein
15 a soft fexible tube fhrough which blood flows back Lo the
hearl Under ordinary condittons (t cannol be seen or felt with
the lingers When the flow of blood 1s blocked at the base of
Ihe neck by the choke rope, ihe vein becomes enfarged and
1gi¢ because of the back pressure M the choke rope Is
stilliciently tight, the vein slands oul and ¢an be easily seen
and feit 1n (hin-necked animals As 4 further check
identrfying {he vern 1ap it wilh the fingers in front of the choke
rope Pulsations that can be seen of felt wsth the hngers 1n
front of the point being lapped will confim the facl that the
vein 15 properly distended 1 ss Impossible lo put he needie
inlo the vein unless 1 15 distended Experienced operalors
are able 1o saise the vemn simply by hand pressure, but the
use of a choke 1ope is more cerain

2 fnseriing the needie This involves ihree distinct sieps First,
inserl lhe needle through the hide Second, insert the needle
inlo the vein This may requtre two or lhree altempts before
the vein1s entered The vein has a tendency 10 roll away from
the point of the needle, espectally 1f the needle is nol sharp
The vein can be sleadied with the thumb and finger of one
hand Wilh the othet hand, the needle point is ptaced durectly
aver the vein slanting 11 so that s direction (s along (he length
of the vert edher 1oward the head or toward the heatt Properly
positioned thts way, a quick thrust of [he needle will be
fotlowed by 2 spurl of blood through the needle, which
indicales thal the vein has been entered Third, once in Ihe
vem the needle should be nserted atong the length of (he
vein all the way to the hub exercising caulion lo see thal the

8
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needle does not penetrate the oppostle side of the vesn
Conimuous steady flow of blood through the needle tmdicates
that the needie 15 L) in the vein 1! blood does not fow
continuously, he needle 1s out of the vein {or clogged) and
another altempt must be made I dfiiculty s encountered,
1t may be advisable 1o use the vein on the other side of
the neck

3 While the needfe 15 bewng placed sn proper position 10 Lhe
vein, an assistan should gel the medication ready so that the
njgction can be started without delay alter the vein has
been entered

4 Makiag the injection With the needle 11 position as indicaled
by continuous Now of blood, release the chake rope by a quick
pull on the tree end This is essenlial - ihe medrcation cannot
llow tnto the vein while 1 15 blocked Immediately connect
Ihe syringe contairing MAXIM-200 (oxytetracycling injection)
1o Ihe needle and slowly depress (he plunger 1f thete I1s
resistance lo depression of the plunger, this mdicates that
Ihe needle has slipped out of the vein {or is clogged) and the
procedure will have to be repealed Watch lor any swelling
under the skin near the needle which would indicale that the
medicalion Is ol going tnto the vein Should this oceur, itis
best to try the vein on the opposite side of the neck

5 fiemoving the needle When jection is complete remove
needle with slrarght pull Then apply pressure over the area
of Injection momentanly to contro! any bleeding thiough
needle punclure, using cotton soaked In alcohot or olher
suitable antiseptic

LIVESTOCK DRUG, NOT FOR HUMAN USE
RESTRICTED DRUG (Catifornia}, USE ONLY
AS DIRECTED

600050
T-Rev 1-02

©

DOSAGE-CATTLE: MAXIM-2007

A single dosage of 9 miligrams of oxy-
tetracycline per pound of body weight
(4 5 mL/100 Ib) administered mntramuscularly
or subcutaneously 1s recommended In the
treatment of the following conditions: 1)
bactenal pneumonta caused by Pasteurella
spp (shipping fever) in calves and yearlings,
where re-treatment 1s impractical due to
husbandry conditions, such as cattle on
range, or where repeated restrant Is inad-
visable, 2) infectious bovine keratoconjunc-
tvibis {pinkeye) caused by Moraxella bovis

SWINE: A single dosage of 9 miligrams of
oxytetracycline per pound of body weght
(45 mL/100 Ib) administered mtramuscularly
1s recommended In the treatment of bactenal
pneumonia caused by Pasteurella multocida
in swine, where re-treatment Is impractical
due to husbandry condittons or where
repeated restrant 1s inadvisable
Store between 15° and 30°C (59° and 86°F)
Refer to package mnser for complete indications,
dosage and usage

KEEP FROM FREEZING

meeme CCD>-ogmn 4

Manufactured by
Phoenix Scientific, Inc.
St Joseph, MO 64503

©

ANADA 200-123, Approved by FOA

MAXIM-200®
{oxytetracycline Injection)
Antibiotic

Each mL conlains 200 mg of oxytetracycline base
as oxyletracycline ampholeric

For Use in Beef Cattle,
Dairy Cattle, Calves, including preruminating
(Veal) Calves, and Swine

READ ENTIRE BROCHURE CAREFULLY
BEFORE USING THIS PRODUCT

MAXIM-200* {oxyletracycking imjectton) ts a sterle, ready-to-
use solution for the admsmistration of the broad-spectrum
anhibiotic by injeclion 0 1s an
anlimicrobial agent that 1s effective in the trealment of a wide
range of diseases caused by suscepltble gram-positive and
gram-negative bactersa
MAXIM-200 does not requtre refrigeralion however il 1s
recommended that 1t be siosed at room temperatwre 15°-30"C
(59°-86°F) The anlibiohic actwily of oxylelratychne 15 not
appreciably dmminished in the presence of body Tuids serum
or exudales
CAUTION When administered to callle, muscle discoloration
may necessilate frmming of the tnfection Site{s) and strrounding
lissues during the dressing procedure
WARNING- O1scontinue treatment at least 28 days
ptior to slaughter of caltie and swine Miik taken trom
amimals durtng treaimenl and for 96 howrs alter Ihe
fast treatmeni mus! not be used for food Ramd
intravenous admimsiralion may resull 1n ammal
collapse Oxyletracycline should be admemistered
tniravenously slowly over  penod of al [east § minutes

i

4/16/02, 1 51 PM

PRECAUTIONS Exceeding the highest recommended dosage
level ol dtug per pound of body weight per day adrmimstering
more than the recommended number ol treaimenls and/or

10 mL ly o1 ly per
njection sile sn adull beel and dairy caltle and 5 mt
inlramuscularly per imeclion sie in adull swine may result in
antshigiec restdues heyond the withdiawal penod

Consult with your veternanan prior lo admintslettng this
product (n order (o determsne the propes Ireatment required (0
the evenl of an adverse reaction At the liist sign of any adverse
reaction discontinue sise of prodtict and seek the advice ol yous
velennarian Some of the reachions may be allributed esther to
anaphylaxis (an allergic reachion) of to cardiovascular collapse
of unknown rause

Shock may be observed tollowing sniravenous admimsiralton,
especially where highty concentraled matenals are imvolved To
mimmize this occurrence, ot 1s secommended thal MAXIM-200
e admnislered sfowly by this roule Shortly aller imjechon,
treated animals may have transient hemo7lotunursa resutting m
darkened urine

As with all anubiotic preparalions, use of the drg may resull
1n overgrowth of nonsuscephible organisms, incuding lungt A
lack of response by the Ireated ammal, of the development of
new stgns may suggesl thal an overgrowth of nonsusceplible
organisms has occurred | any of these condiions occur, consul!
your velernaian

Since bactenoslattc drugs may interlere with he bactencidal
achon of pemciliin 1L ts advisable fo avord giving MAXIM-200
n conjunction with pericthin
STORAGE Store between 15* and 30°C (59" and 86°F),
Keep (rom freszing
ADVERSE REACTIONS Reporis of adverse reaclions
assoctaled with oxylelracycline administiation tnclude injection
site swelling restlessness alaxia, lrembling swelling of eyelids
ears muzzle anus and vulva (of scrolum and shealh i males),

2



tespiratoty abnormalities (fabored breathing) trothing at the
moulh, coflapse and possibly dealh Some of Ihese reactions may
be allnbuted edher 1o anaphylaus (an allerqic reachion) of lo
cardiovascutas collapse of unknown cause
CARE OF SICK ANIMALS
The use of antitnolics n the management of iseases 15 based on
an accurale diagnosts and adequate course of reatment When
properly used in the lrealment ol diseases caused by
oxytetracychne-suscephble organisms, most ammals that have
been lreated with oxytetracycline tnjection show a noliceable
improvemend within 24 to 48 hours I 1s recommended that the
diagnosis and treatment of antmal diseases be cariied out by 3
veterinarian Since many diseases look alike but require different
types ol ireatment, the use of prolessianal velerinary and laboratory
services can reduce treatment bime, costs and needless losses
Good housing, sanitalion and nutrition are tmportant in he
mainfenance of healihy antmals, and are essentsal in Ihe Irealment
of diseased animals
NDICATIONS

MAXIM-200 is interided for use i the Irealment of the following
diseases in beef callle danry caflle, cafves, incfuding preruminating
{veal) calves, and swine when dug to oxyletracyc

SWINE
in swine, MAXIM-200 {oxytetracycling injection) 1s sndicated 1n
the ligatmen! of baclental ententis {scowrs, coltbacilosis) caused
by Escherichia colr, pneumonia caused by Pasfeurelia multocida,
and leplospirosis caused by Leplospira pornona

In sows MAXIM-200 1s indicated as an atd in the control of
inlechious enterilis {baby pig scours colibacilosts) n suckiing
pios caused by Escherichia colt

DOSAGE

CATTLE
MAXIM-200 Is ta be by
of Intravenous injection (o beef cattle, dairy came and calves,
tnctuding presuminating {veal) calves

A single dosage of 9 milligrams of MAXIM-200 per pound of
body weight administered or subcuianeously 1s
recommended In the Ireatment of the (ollowmg gondilrons 1)
bacleniat pneumonia caused by Pasteurefla spp (shipping lever)
in calves and yearlings, where re-treatment 1s impractical dve to
husbandry conditions, such as caftle on range, or where their
repeated restratnt 1s inadvisable, 2) inlectious bovine
keraloconjunchivilts (pinkeye) caused by Moraxelia bovis

MAXIM-200 can also be admimstered by intravenous,

otganisms
CATTLE
In callte MAXIM-200 15 tndicated 1n ihe treatment of pneumoria
and shipping fever complex assocrated wilh Pasieurella spp and
pp 1nfeclions boving (pinkeye}
caused by Moraxelia bovss, fool-rol and diphiheria caused by
Fusobacterum necrophorum, bactenal enteriis (scours) caused
by Eschericiua cofi, wooden fongue caused by Acfinobacifius
hgmeresi, caused by { epk d wound
infections and acute melrihs cawsed by sliains of slaphylococe:
and sireplococct 01gatusms sensilive 10 oxylelracycline

‘ 33210_Maxirn_250/500_mnsert

or Injection at a level of 3t 5
miligrams of oxytetracychine per pound of body weight per day
In the Ireatment of severe fool-tol and advanced cases of othes
indicated diseases, dosage level of 5 mltgrams per pound of
body wesght per day 1s recommended Treatment should be
continued 24 to 48 hours [ollowing remission of disease signs,
however, not 1o exceed a lota! of our consecutive days Consull
your velennarian if improvemenl 1s not noted within 24 to 48 hours
ol he begianing of trealment
SWINE
In swine a single dosage of 9 mitligrams of MAXIM-200 per pound
of body welght is
the treatment of bacterial pneumonia caused by Pas/eurella

4
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multocida in swine, where re-lrealment 15 impractical due to
husbandry conditrons or where repeated resiraint 15 inadvisable

MAXIM-20D can also be admemslered by inlramuscular injechon
al a level of 3 to 5 milhgrams of oxytetracycline per pound of
body weight per day Trealment shoutd be continued 24 to 48 hours
following remission of disease signs, however not to exceed 3
tolal of four consecutive days Consult yous vetennarian o
improvement 1s not noted within 24 to 48 hours of the begirning
of trealment

For sows once 3 of
oxytetracychne per pound ol body weight appmxlmaiely 8 hours
before lasrowing of immediately alter completon of farrowing

For swine weighing 25 1b of body weight and under, MAXIM-
200 should be adminsstered undituted Jor Ireatment at 9 mg/b
bui should be administered diluted for treatment al 3 to 5 mg/th
body weight

9 mg/lh DOSAGE 108 5 m/lb DOSAGE
Volume of UNDILUTED Volume of DILUTED
MAXIM-200 MAXIM-200
Body Weight 9 mg/b 3mg/lb  Oilution*5 ma/lb
S1b a2mL 06mb 17 10mL
101 05ml 09mL 15 15mt
254 11mt 15ml 13 25mL

* To prepare dilulions, add one part MAXIM-200 Io three live or
seven parls ol sterile waler o 5 percent dextrose solution as
tndicated, the diluied product should be used immedialety

DIRECTIONS FOR USE
MAXIM-200 15 intended for use n the treatment of disease due lo
oxytelracychne-suscepitble organisms in beef caltle, dairy caltle,
calves iacluding prerumtinating {veal} calves, and swine A
Ihoroughly cleaned, sterrle needle and syninge shoutd be used tor
each injection (needtes and syringes may be stenlized by boding in
water for 15 minutes) In cold weather, MAXIM-200 should be
warmed to room temperature before administration to amimals
Belore withdrawing the solution from the bollle, disintect the rubber
5

®

€ap on the bottle wilh suitable dvsmnlectant such as 70 percent
alcoho! The injection stie should be smilarly cleaned with the
thsintectant Negdles ol 36 Io 18 gauge and 1 1o 1 1/2 inches fong
are adeguate Tor inlramuscular or subcutaneous injechions Needles
2to 3 mnches are recommended for inltavenous use

INTRAMUSCULAR ADMINISTRATION

intramuscular tngecthions should be made by dwecting the needle
of surtable gauge and length into Ihe lleshy part of a thick muscle
such as in the rump, hip or thigh reqrons avaid blood vessels
and major nerves Belore injecting the solution pull back genily
on the plunger If blood appears in the syringe, a biood vesse! has
been entered, withdraw the needle and select 2 diffesent site No
more than 10 mL shoutd be wnjected mtiamuscularly al any one
site 1n adull beel and dairy cattle and not more than 5 mL per sste
n adult swine, rofate injechion sies lof each succeeding treatmenl
The volume admwstered per injection stte should be reduced
according 1o age and body Size so that 1fo 2 mL pet sile s injecled
1n small calves

SUBCUTANEOUS ADMINISTRATION

Subcutaneous inections in beef caltle, dairy cattle, ang calves
nchuding preruminaling (veal) caves, should be made by drechng
the needie of surtable gauge and length throughs the loose tolds of he
nieck skin i tront of the shoulder Care shoutd be taken 10 ensure thal
The lip of the needle hias penelrated the skin but 1s not lodged in muscle
Belore mjecting the solulion, pull back genity on the plunger i blood
appears in the syringe, ablood vessel has been entered, withdraw the
needle and selecta different stie The sohdton shoutd be injected slowty
inlo the area between the skin and muscles No more than 10 mL
shoutd be infected subculaneously al any one swe i adult beet and
dany calite, rofale injection ssles for each succeeding treaiment The
volume administered per Injeclion site should be reduced according
loageand body size 50 1hat 1-2 mL pet sile s injected in sma calves

4/16/02, 1 51 PM

INTRAVENOUS ADMINISTRATION

MAXIM-200 (oxyletracychne (mjection) may be administeted
nttavenously (o beel and dawy callle As with alt highly
concenlraled malersals, MAXIM-200 should be administered
siowly by Ihe inbavenous route

Preparation of the Animal for Injeciion

1 Approximate tocation of vein The qugufar vem runs tn (he
Jugular groove on each side of the neck irom the angle of Ihe
13w 1o just above the hrsket and slightly above and to he side
ol windpipe (See Fig 1)

2 Restramnt A stanchion o chute 45 wdeal for reslraining the
animal Wrh 2 hatter, rone, of cattle leader {rose tangs} pull
the animal s head around the side of the stanchion, cattle chute
of post 1n such a mannet Io form a bow in the neck (See Fig
1) Then saub the head securely to prevem movement By
formung Ihe bow n the neck, the outside curvalure of the bow
tends to expose Ihe jugular vein and make 1t eastly accessible
Caution Avord reslraining the ammal with a ighi rape or halter
aronnd the Ihroat or upper neck which rglt impede blood
flow Animals that are down presenl no problem so far as
testrani s concerned

Juguiat Groovs

Frgure { Fiqure

3 Chip haur n asea where tnjechion (s (o be made {over the vein in
the ypper thisd of the neck} Clean and distnlect the skin wilh
alcohol of other suilable antrseplsc

7
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is a stenle, p d solution of the
Each mL cantaing 200 mg of axytetracychine
base as amphotenc oxytetracyciing, and on 8 wiv basis, 48 0% 2-pyrrolidone, $.0% povi-
done, 13% magnesium oxide, 0.2% sodium f {as 1 p
snd/or trydrochioric acd as required o adjust pH.
LCAUTION: When administeced to cuttie, muscle discoloration may necessitate tnmming
of the infection srte(sl and surrounding tissues during the dressing pracedure
Warviags: Discontinue treatment at Jeast 28 days priac to staughter of cate and ‘

"

swine. Mik taken from snimals during treatment and fos 96 hours after the last
t!eatmem must not be used for foad.
& ding the highest. fevel of drug per lb af hody weight pec
dav, admimistenng more than the number of
t0ml intramuscularly ar subcutaneousty per injectron sete in adult buf md duy catte,
and § mL intramusculady pes injection site in adult swine, may result « antibiotc residues
beyond the withdcawal period.

Dasage:
Catde: A single doslqe L] g of oxvlzmcvcline per th of body weight
Wy (45 mL/100 1) is recom-

=————= mended i the treatment of the following condmons 1) bacterial pneu-
S monia caused by Plsmmﬂ::pp (shmpmq fever} in calves end yesdlings,

- where due ions, such as
—_ catde on fange, of erc reputed resmmt is inadvisabie; 2} mfectious
S— O bavine yel caused by M bovis
P Swine: A single dose of § g of nmmcyclme per b of body weight
3 S mL00 ) in the

(=) of bacteral caused by P 7 in
S swine, where isé duetoh dry ar

- O~ where repeated restraint is inadvisable

e Rofer ta Packege Insert for Complete Directions

————O\ Stocage: Store at room tempecature 15°~30°C {S3°-86°F) Keep from
(N~ freenng

00 icted Drug {Calidocwia} St by
Sm—e Use Ouly as Directed Animal Healih %86
=== NotFoc Humaa Uze Exvmn, PA 12041, USA 79-4384-00-1
© Us.Patent No. 416,889 i Made in USA
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LA-200°
foxytetracycline injection)
Antibiotic

Each ml contains 200 mg
of oxytetracycline base as
amphoteric oxytetracychine.

For the treatment of disease in

beef cattle; dairy cattle; calves,

including prerumnating {veal)
calves; and swine

For animal use only

Net Contents: 500 mlL

NADA #113-232, Approved by FOA




Liquamycin® LA-200° % #

(oxytetracycline injection) N i:t f'
Antibiotic -
Each mL contains 200 mg of oxytetracychne base as amphoteric oxytetracycline.

For use in beef cattle; dairy cattle; calves, including preruminating (veal) calves;
and swine

For animal use only
Read Entire Package lnsert Carefully Beface Using This Product

Liquamycin LA-200 (oxytetracycline injection) is a sterile, ready-to-use solution for the
administration of the broad-spectrum antibiotic oxytetracychne {Terramycin®} by
injection. Terramycin, discovered by Pfizer scientists, is an antimicrobial agent that is
effective in the treatment of a wide range of diseases caused by susceptible gram-
positive and gram-negative bacteria.

Liquamycin LA-200 administered to cattle or swine for the treatment of bactenial pneu-
monia at an intramuscular dosage of 3 mg of oxytetracycline per Ib of body weight has
been demonstrated in clinical trials to be as effective as 2 or 3 repeated, daily treat-
ments of Terramycin Injectable at 3-5 mg/lb of body weight.

Liquamycin LA-200 does not require refrigeration; however, it is recommended that it
be stored at room temperature, 15°-30°C (59°-86°F). The antibiotic activity of oxytet-
racycline is not appreciably diminished in the presence of body fluids, serum, or exudates.

CAUTION: When administered to cattle, muscle discoloration may necessitate trim-
ming of the injection site(s) and surrounding tissues during the dressing procedure.

WARNINGS: Discontinue treatment at least 28 days prior to slaughter of cattle
. and swine. Milk taken from animals during treatment and for 96 hours after
the last treatment must not be used for food.

PRECAUTIONS: Exceeding the highest recommended dosage level of drug per Ib of
body weight per day, administering more than the recommended number of treat-
ments, and/or exceeding 10 mL intramuscularly or subcutaneously per injection site in
adult beef and dairy cattle, and 5 mL intramuscularly per injection site in adult swine,
may result in antibiotic residues beyond the withdrawal period.

Reactions of an allergic or anaphylactic nature, sometimes fatal, have been known to
occur in hypersensitive animals following the injection of oxytetracycline. Such
adverse reactions can be characterized by signs such as restlessness, erection of
hair, muscle trembling; swelling of eyelids, ears, muzzle, anus, and vuiva (or scrotum
et Anp e At i nd sheath in males); labored breathing, defecation and urination, glassy-eyed
' ' ppearance, eruption of skin plaques, frothing from the mouth, and prostration. Preg-
nant animals that recover may subsequently abort. At the first sign of any adverse
reaction, discontinue use of this product and administer epinephrine at the recom-
mended dosage levels. Call a veterinarian immediately.

Shock may be observed following intravenous administration, especially where highly
concentrated materials are involved. To minimize this occurrence, it is recommended
that Liquamycin LA-200 be administered s/lowly by this route.

Shortly after injection, treated animals may have transient hemoglobinuria resulting in
darkened urine.

As with all antibiotic preparations, use of this drug may result in overgrowth of non-
susceptible organisms, including fungi. A lack of response by the treated animal, or
the development of new signs, may suggest that an overgrowth of nonsusceptible

organisms has occurred. If any of these conditions occur, consult your veterinarian.

Since bacteriostatic drugs may interfere with the bactericidal action of penicillin, it is
advisable to avoid giving Liquamycin LA-200 in conjunction with penicillin.

STORAGE: Store at room temperature 15°-30°C (59°—86°F). Keep from freezing. A
CARE OF SICK ANIMALS: The use of antibiotics in the management of diseases s PRIt
based on an accurate diagnosis and an adequate course of treatment. When properly
used in the treatment of diseases caused by oxytetracycline-susceptible organisms,
mast animals that have been treated with Liquamycin LA-200 show a noticeable
improvement within 24— 48 hours. It is recommended that the diagnosis and treatment
of animal diseases be carried out by a veterinarian. Since many diseases loak alike but
require different types of treatment, the use of professianal veterinary and laboratory
services can reduce treatment time, costs, and needless losses. Good housing, sanita-

tion, and nutrition are important in the maintenance of healthy animals, and are essen-
tial in the treatment of diseased animats.

lNDlCATll_JNS: Liquamycin. LA-200 is intended for use in the treatment of the following
diseases in beef cattle; dairy cattle; calves, including preruminating (veal} calves; and
swine when due to oxytetracycline-susceptible organisms:

Cothoe Liotinouwipl A M e indicqytnLinsthad ey ~dmratcha meim,nioc ol alricraipa-




Shortly after injection, treated animals may have transient hemoglobinuna resulting in
- darkened urine.

As with all antibiotic preparations, use of this drug may result in overgrowth of non-
susceptible organisms, including fungi. A lack of response by the treated animal, or
the development of new signs, may suggest that an overgrowth of nonsusceptible

organisms has occurred. If any of these conditions occur, consult your veterinarian.

Since bacteriostatic drugs may interfere with the bactericidal action of penicillin, itis
advisable to avoid giving Liquamycin LA-200 in conjunction with penicillin.

STORAGE: Store at room temperature 15°-30°C (53°-86°F). Keep from freezing.

CARE OF SICK ANIMALS: The use of antibiotics in the management of diseases is
based on an accurate diagnosis and an adequate course of treatment. When properly
used in the treatment of diseases caused by oxytetracycline-susceptibie organisms,
most animals that have been treated with Liguamycin LA-200 show a noticeable
improvement within 24— 48 hours. It is recommended that the diagnosis and treatment
of animal diseases be carried out by a veterinarian. Since many diseases look alike but
require different types of treatment, the use of professional veterinary and laboratory
services can reduce treatment time, costs, and needless losses. Good housing, sanita-
tion, and nutrition are important in the maintenance of healthy animals, and are essen-
tial in the treatment of diseased animals.

INDICATIONS: Liquamycin LA-200 is intended for use in the treatment of the following
diseases in beef cattle; dairy cattle; calves, including preruminating (veal) calves; and
swine when due to oxytetracycline-susceptible arganisms:

Cattle: Liquamycin LA-200 1s indicated in the treatment of pneumonia and shipping
fever complex associated with Pasteurella spp. and Hemaphilus spp.; infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bovis; foot rot and diph-
theria caused by Fusobacterium necrophorum; bacterial enteritis (scours) caused by
Escherichia coli; wooden tongue caused by Actinobacillus lignieresii; leptospirosis
caused by Leptospira pormona; and wound infections and acute metritis caused by
strains of staphylococci and streptococci organisms sensitive to oxytetracycline.

Swine: Liquamycin LA-200 is indicated in the treatment of bacterial enteritis {scours,
colibacillosis) caused by Escherichia coli; pneumania caused by Pasteurella muito-
cida; and leptospirosis caused by Leptospira pomona.

In sows, Liguamycin LA-200 is indicated as an aid in the control of infectious enteritis
{baby pig scours, colibacillosis) in suckling pigs caused by Escherichia coli.
DOSAGE:

Cattle: Liquamycin LA-200 s to be administered by intramuscular, subcutaneous, or
intravenous injection to beef cattje; dairy cattle; and calves, including preruminating
(veal) calves.

A single dosage of 9 mg of Liguamycin LA-200 per lb of body weight administered
intramuscularly or subcutaneously is recommended in the treatment of the following
conditions: 1) bacterial pneumonia caused by Pasteurella spp. {shipping fever} in
calves and yearlings, where retreatment is impractical due to husbandry conditions,
such as cattle on range, or where their repeated restraint is inadvisable; 2) infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bovis.

Liquamycin LA-200 can also be administered by intravenous, subcutaneous, or intra-
muscular injection at a level of 3-5 mg of oxytetracycline per Ib of body weight per
day. In the treatment of severe foot rot and advanced cases of other indicated dis-
eases, a dosage leve! of 5 mg/lb of body weight per day is recommended. Treatment
should be continued 24-48 hours following remission of disease signs; howsver, not to
exceed a total of 4 consecutive days. Consult your veterinarian if improvement is not
noted within 2448 hours of the beginning of treatment.

Swine: A single dosage of 3 mg of Liquamycin LA-200 per lb of body weight adminis-
tered intramuscularlyis recommended in the treatment of bacterial pneumonia caused
by Pasteurella multacida in swine, where retreatment is impractical due to husbandry
conditions or where repeated restraint is inadvisable.

Liqguamycin LA-200 can also be administered by intramuscular injection at a level of

3-5 mg of oxytetracycline per {b of body weight per day. Treatment should be contin-
ued 2448 hours following remission of disease signs; however, not to exceed a total . - .
of 4 consecutive days. Consult your veterinarian if improvement is not noted within b&wg&&wﬁnww%%
24-48 hours of the beginning of treatment. T TR o
For sows, administer once intramuscularly 3 mg of oxytetracycline per {b of body

weight approximately 8 hours before farrowing or immediately after comptetion of
farrowing.

For swine weighing 25 Ib of body weight and under, Liquamycin LA-200 should be
administered undiluted for treatment at 9 mg/Ib but should be administered diluted for
treatment at 3 or 5 mg/lb.

————

9 mg/ib Dosage 3 or § mg/lh Dosage
Volume of Undiluted Votume of Diluted
Body l.iquatftycin _LA-ZOO Liquamyciy q-m

51b 0.2mlL 06mlL 17 0mL ¢



DIRECTIONS FOR USE: Liquamycin LA-200 is intended for use in the treatment of dis-
ease due to oxytetracycline-susceptible organisms in beef cattie; dairy cattle; calves,
including preruminating (veal) calves; and swine. A thoroughly cleaned, sterile needle
and syringe should be used for each injection {needles and syringes may be sterilized
by boiling in water for 15 minutes}. In cold weather, Liquamycin LA-200 should be
warmed to room temperature before administration to animals. Before withdrawing
the solution from the bottle, disinfect the rubber cap on the bottle with suitable disin-
fectant, such as 70% alcohol. The injection site should be similarly cleaned with the
disinfectant. Needles of 16-18 gauge and 1-1}5 inches long are adequate for intramus-
cular and subcutaneous injections. Needles 2-3 inches are recommended for intra-
venous use.

intramuscular Administration:

Intramuscular injections should be made by directing the needle of suitable gauge and
length into the fleshy part of a thick muscle such as in the rump, hip, or thigh regions;
avoid blood vessels and major nerves. Before injecting the solution, pull back gently
on the plunger. If blood appears in the syringe, a blood vessel has been entered; with-
draw the needle and select a different site. No more than 10 mL shauld be injected
intramuscularly at any one site in adult beef and dairy cattle, and not more than 5 mL
per site in adult swine; rotate injection sites for each succeeding treatment. The vol-
ume administered per injection site shouid be reduced according to age and body size
so that 1-2 mL per site is injected in small calves.

Subcutaneous Administration:

Subcutaneous injections in beef cattle, dairy cattle, and calves, including preruminat-
ing (veal) calves, should be made by directing the needle of suitable gauge and fength
through the toose folds of the neck skin in front of the shoulder. Care should be taken
to ensure that the tip of the needie has penetrated the skin butis not lodged in muscle.
Before injecting the solution, pull back gently on the plunger. if blood appears in the
syringe, a blood vessel has been entered; withdraw the needle and select a different
site. The solution should be injected slowly into the area between the skin and mus-
cles. No more than 10 mL should be injected subcutaneously at any one site in adult
beef and dairy cattle; rotate injection sites for each succeeding treatment. The volume
administered per injection site should be reduced according to age and body size so
that 1-2 mL per site is injected in small calves.

Intravenous Administration:

Liquamycin LA-200 may be administered intravenously to beef and dairy cattle. As with
all highly concentrated materials, Liquamycin LA-200 should be administered slowly by
the intravenous route.

Preparation of the Animal for Injection:

1. Approximate location of vein. The jugular vein runs in the jugular groove on each
side of the neck from the angle of the jaw to just above the brisket and slightly above
and to the side of the windpipe (see Fig. 1).

2. Restraint. A stanchion or chute is ideal for restraining the animal. With a halter,
rope, or cattle leader (nose tongs), pull the animal’s head around the side of the stan-
chion, cattle chute, or post in such a manner to form a bow in the neck {see Fig. Ii),
then snub the head securely to prevent movement. By forming the bow in the neck,
the outside curvature of the bow tends to expose the jugular vein and make it easily
accessible. Caution: Avoid restraining the animal with a tight rope or halter around the
throat or upper neck which might impede blood flow. Animals that are down present
no problem so far as restraint is concerned.

3. Clip hair in area where injection is to be made (over the vein in the upper third of the
neck). Clean and disinfect the skin with alcohoal or other suitable antiseptic.

JUGULAR GROOVE
HGURE |

AGURE Il

Entering the Vein and Making the injection:

1. Raise the vein. This is accomplished by tying the choke rope tightly around the neck
close to the shoulder. The rope should be tied in such a way that it will not come loose
and so that it can be untied quickly by pulling the loose end (see Fig. I1). In thick-
necked animals, a block of wood placed in the jugular groove between the rope and
the hide will help considerably in applying the desired pressure at the right point. The
vein is a soft flexible tube through which blood flows back to the heart. Under ordinary
conditions it cannot be seen or felt with the fingers. When the flow of bload is blocked
atthe base of the neck by the choke rope, the vein becomes enlarged and rigid . e
because of the back pressure. If the choke rope is sufficiently tight, the vein stands ' o
out and can be easily seen and felt in thin-necked animals. As a further check in

identifying the vein, tap it with the fingers in front of the choke rope. Pulsations that
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no problem so far as restraint is concerned.
3. Clip hair in area where injection is to be made (over the vein in the upper third of the
neck). Clean and disinfect the skin with alcohol or other suitabie antiseptic.

JUGULAR GROOVE
FGURE |

FAGURE Il

Entering the Vein and Making the Injection:

1. Raise the vein. This is accomplished by tying the choke rope tightly around the neck
close to the shoulder. The rope should be tied in such a way that it will not come loose
and so that it can be untied quickly by pulling the loose end (see Fig. H). In thick-
necked animals, a block of wood placed in the jugular groove between the rope and
the hide will help considerably in applying the desired pressure at the right point. The
vein is a soft flexible tube through which blood flows back to the heart. Under ordinary
conditions it cannot be seen or felt with the fingers. When the flow of blood is blocked
} at the base of the neck by the choke rope, the vein becomes enlarged and rigid

i because of the back pressure. If the choke rope is sufficiently tight, the vein stands
out and can be easily seen and feltin thin-necked animals. As a further check in
identifying the vein, tap it with the fingers in front of the choke rope. Pulsations that
can be seen or felt with the fingers in front of the point being tapped will confirm the
fact that the vein is properly distended. It is impossible to put the needle into the vein
unless it is distended. Experienced operators are able to raise the vein simply by hand
pressure, but the use of a choke rope is more certain.

2. Inserting the needle. This involves 3 distinct steps. First, insert the needle through
the hide. Second, insert the needle into the vein. This may require 2 or 3 attempts
before the vein is entered. The vein has a tendency to roll away from the point of the
needle, especially if the needle is not sharp. The vein can be steadied with the thumb
and finger of one hand. With the other hand, the needle point is placed directly over
the vein, slanting it so that its direction is along the length of the vein, either toward
the head or toward the heart. Properly positioned this way, a quick thrust of the needle
will be followed by a spurt of blood through the needle, which indicates that the vein
has been entered. Third, once in the vein, the needle should be inserted along the
length of the vein all the way to the hub, exercising caution to see that the needle does
not penetrate the opposite side of the vein. Continuous steady flow of blood through
the needle indicates that the needle is still in the vein. If blood does not flow continu-
ously, the needle is out of the vein {or clogged) and another attempt must be made. If
difficulty is encountered, it may be advisable to use the vein on the other side of the
neck.

3. While the needle is being placed in proper position in the vein, an assistant should
get the medication ready so that the injection can be started without delay after the
vein has been entered.

4. Making the injection. With the needle in position as indicated by continuous flow of
biood, release the choke rope by a quick pull on the free end. This is essential—the
medication cannot flow into the vein while it is blocked. Immediately connect the
syringe containing Liquamycin LA-200 to the needle and slowly depress the plunger. if
there is resistance to depression of the plunger, this indicates that the needle has
slipped out of the vein (or is clogged) and the procedure will have to be repeated.
Watch for any swelling under the skin near the needle, which would indicate that the
medication is not going into the vein. Should this occur, it is best to try the vein on the
opposite side of the neck.

5. Removing the needle. When injection is complete, remove needle with straight pull.
Then apply pressure over area of injection momentarily to control any bleeding
through needle puncture, using cotton soaked in alcohol or other suitable antiseptic.
Restricted Drug {California}—
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